ALFASIGMA *

KonTpoab kavecrBa- ceprudurar ananuza Ne: 700163021_AL
Quality Control - Certificate of Analysis n°: 700163021_AL

Kop MpoayKTt Cepust Jdata ananauza Jata npousBoacraa Toxen a0 JMuctpudbrouus
Code Product Batch Analysis Manufacturing date Expiry Date  Destination
Annda Hopmuke® Tab1eTKH NOKPLITHIE
MJIeHO4HOiT 060J104K0ii 200 mr, 1 6ancTep 32795 01/07/2026 05 2026 04 2029 Pocens
no 12 Ta6. B kKapTOHHOIi Mayke
ALFA NORMIX® film-coated tablets 200 mg,
1 blister of 12 tab in carton box 32795 01/07/2026 05 2026 042029 RUSSIA
[Moka3satenu Hopmebi EnvHnubl U3mepeHus Pe3ynbTaTthbl
Analysis Limits units of measure Results
MUH (min.) Makc (max)
OnucaHue Kpyrnble, nBosikoBbinykrible TabneTkn po3oBoro | Kpyrnkle,
LiBeTa, NOKpbITble NIEHOYHONU 060104KoMN OBOSIKOBbINYKIible
TabneTku po3oBoro
uBeTa, MOKpbIThbIe
nrneHo4YHon 060noYKomn
APPEARANCE Round biconvex pink film-coated tablets Round biconvex pink film-
coated tablets
MognuHHOCTbL
IDENTIFICATION
- pUhakCUMUH
- RIFAXIMIN
TCX OcHoBHoe MSAITHO Ha Xpomarorpamme
MCNbITYEeMOro pacTBopa Mo MoJIoXKeHUIo, OKpacke
7] BenuuuHe [OIMKHO cooTBeTcTBOBaTL | COOTBETCTBYET
OCHOBHOMY NATHY Ha XpomaTorpamme
CTaHAApPTHOro pacTBopa pudakCUMMHa
TLC The principal spot in the chromatogram of test solution
should correspond in position, color and size to the | Complies
principal spot in the chromatogram of rifaximin
standard solution.
Y®-cnekTtpodoTomeTpusa Y®-cnekTp ucnbITyemMoro pacrtBopa pgosikeH | CooTBeTCcTBYeET
cooTBeTcTBOBaTb Y®-CNeKTpy CTaHAApTHOro
pacTtBopa pudakcMMuHa. Complies
UV-spectrofotometry UV spectrum of test solution should correspond to UV
spectrum of rifaximin standard solution.
BOXX Bpemsi ypepxuBaHusi OCHOBHOro nuka Ha | CooTBeTcTByeT
XpomaTrorpamMmme UCNbITYEMOro pacTBopa OOSMKHO
COOTBETCTBOBAaTb BpeMeHu yaoepxuBaHusa | Complies
OCHOBHOFO nuka Ha XpomaTtorpamme
cTaHOapTHOro pacteBopa pudakcumMmHa.
HPLC Retention time of the main peak in the chromatogram

- )Kernes3a oKkcuAa KpacHbIN
- RED IRON OXIDE

of test solution should correspond to retention time of
the main peak in the chromatogram of rifaximin
standard solution.

KavyectBeHHas peakuus. OkpalumBaHue pacTBopa
B TEMHO-KpacCHbIA LBeT
Qualitative reaction. Coloration of solution to dark red.

PacTBOp oKkpawmBaeTcs
B TEMHO-KpacHbIN LBeT.
The solution turns dark red.

KonuyecTBeHHOe onpepeneHue 190 210 Mmr/Tab 204
pucpakcumuHa
ASSAY RIFAXIMIN 190 210 mg/tab 204

Menemxep no Kontponto KauectBa

A-p K. Tpeuua

Quality Control Manager
MopTBEpXAaato Dr. C. /ltezza
APPROVED

ﬂp/mf/ 224

YnonHoMouyeHHOe nuLo

A-p Y. HepoHu

Qualified Person

Dr. C. Neroni

O orlernore

P./IC. 1 of/us 6




KouTtposb kayecrBa- cepruduraTt anaansa Ne: 700163021_AL
Quality Control - Certificate of Analysis n°: 700163021_AL

Kon Mpoaykr Cepus JlaTa aHanu3a JlaTa npousBoacTBa T'onen oo JucTpudbronus
Code Product Batch Analysis Manufacturing date Expiry Date  Destination
Anbgpa Hopmukc® Ta6aeTku moKpbIThie
nieHo4Hoii 06osouxoii 200 mr, 1 GamcTep 32795 01/07/2026 05 2026 04 2029 Poccus
no 12 Ta6. B KAPTOHHOIT MayKe
ALFA NORMIX® film-coated tablets 200 mg,
1 blister of 12 tab in carton box 32795 01/07/2026 05 2026 042029 RUSSIA
Mpumecu, BAOXKX:
IMPURITIES, HPLC:
Mpumeck A/ IMPURITY A 0,2 % 0,0
Mpumeck B/ IMPURITY B 0,2 % 0,0
Mpumeck C / IMPURITY C 0,2 % 0,0
Mpumeck E / IMPURITY E 0,2 % 0,0
0,0
Mpumeck F / IMPURITY F 0,2 %
0,0
Mpumecb G/ IMPURITY G 0,2 %
Cymma npumecen D + H 0,5 % 0,2
SUM OF IMPURITIES D + H
Iiob6as ppyras eauHu4Has npuMechb 0,20 % 0,06
ANY OTHER INDIVIDUAL IMPURITY
CymMma npumecen 1,5 % 0,4
SUM IMPURITIES
Bopa 8 % 4
WATER 8 % 4
OpHOpPOOHOCTb A03UPOBAaHHbLIX €AVHULY B cooTBeTcTBUM ¢ TpeGoBaHussmu PEAIC CooTBeTCcTBYET
UNIFORMITY OF DOSAGE UNITS '
Complies with requirements EAEU Ph. Complies
Pacnapaemoctb 30 MUH 3
DISINTEGRATION TIME 30 min 3
PactBopeHue 70 % (Q) 60 MuH 86
DISSOLUTION 70 % (Q) 60 min 86
Mukpo6Guonormyeckas ymcrtora Kateropus 3A CoorBeTcTByeT
MICROBIOLOGICAL PURITY Category 3A Complies
YnakoBka 12 unu 14 tabnetok B 6nuctepe us NBX/MI/MBAOX, | 12 TabneTok B 6nuctepe u3
Package npuBapeHHOMY K antoMUHUEBOW onbre. MBX/M3/MBOX, npusapeH-
Mo 1, 2, 3 wunu 5 6nuctepos (12, 14, 28, 36,42 unn 60 | HOMy K  anOMUHWEBON
Tabnetok) BMecTe C NUCTKOM-BKnagbilem B | chornbre.
KapTOHHOW navke. Mo 1 6nucrepy (12
TabneTtok) BMecTe c
12 or 14 tablets in PVC/PE/PVDC blister heat sealed | nuctkom-Bknagbiiem B
to aluminum foil. KapTOHHOW nauke.
1, 2, 3 or 5 blisters (12, 14, 28, 36, 42 or 60 tablets)
and a patient information leaflet in a carton. 12 tablets in
PVC/PE/PVDC blister heat
sealed to aluminum foil. 1
blister (12 tablets) and a
MeHemxep no Kontponto Kauectsa YnonHomo4yeHHoe nuuo
O-p K. Tpeuua O-p Y. HepoHu
i Qualified Person
MopTBEpXAato Dr. C. Neroni
APPROVED ozl 2o b

P./C. 2 ofiuz 5




ALFASIGMA

KonTtposib kayecTBa- cepruduraT aHaan3a Ne: 700163021_AL
Quality Control - Certificate of Analysis n°: 700163021_AL

Kog Mpopykt
Code Product

Aabda Hopmukc® Ta6aeTKH NOKpPLITHIE
nJieHo4Hoii 06os0uKoii 200 mr, 1 GancTep
no 12 Tad. B KApTOHHOIi MayKe

ALFA NORMIX® film-coated tablets 200 mg,
1 blister of 12 tab in carton box

Cepus
Batch

32795

32795

JlaTta ananu3za Jata npou3BoacTBa T'open oo JucTpuobrouns
Analysis Manufacturing date Expiry Date Destination
01/07/2026 05 2026 042029 RUSSIA

patient information leaflet in
a carton.

MapkupoBKa Ha pyCCKOM si3blKe

MapKupoBKa Ha pyCccKoM

MapkupoBKa Ha 6nucrtepe ykasbiBatoT: A3bIKe
Labelling Toprosoe HauMeHoBaHue npenapara ¢ | Ha 6nucTepe ykasaHo:
npepynpeautensHon MapkupoBkol ® (Anbda | Toprosoe HaumeHoBaHue
Hopmukc®), mexpyHapogHoe HenaTeHTOBaHHOe | Mpenaparta c
Ha“MeHOBaHMe PYCCKOM U aHITIMUCKOM s3bike, | MpeaynpeauTernbHon
neKapCcTBEHHYo cdopmy, DO03UpPOBKY, | MapkupoBkoh ® (Anbda
HauMeHOBaHUWe pepXxaTensi peructpauuoHHoro | Hopmukc®),
YOOCTOBEPEHUSl, HOMEp cepuu, AaTy UCTeYeHus | MexayHapoaHoe
CpoKa rogHocTu (rogeH Ao) HernaTeHToBaHHoOe
Ha nayke KkapTOHHOW yKa3bIBalOT: HauMeHoOBaHue Ha
ToproBsoe HauMeHoBaHue npenapara C | PyCCKOM W aHrfIMACKOM
npeaynpeautenibHon Mapkuposkon ® A3blke, reKapcTBeHHasi
(Anbdpa HopmMukc®), MexayHapogHoe | dopma, [03UPOBKa,
HenaTeHTOBaHHOE HauMEeHOBaHMEe Ha PYCCKOM U | HauMeHoBaHue
aHIMUMACKOM fA3blKe, JeKapcTBeHHy opmy, | aepxarens
[O03UPOBKY, KONUYecTBO TabrneToKk B yNaKoBKe, | perMcTpaLuoHHOro
HauMeHoBaHWe OEeNUCTBYIOLEero BellecTBa M €ero | yaocToBepeHusi, Homep
konuyectBo B 1 TabneTtke, npeaynpeauteribHble | cepun, Aara uUcTeYeHus
Hagnucu: «[ns npuema BHYTpb», «Cnocob | cpoka rogHocTu (ropeH
NPUMEHEHUSI: CM. JIMCTOK-BKNAAbIW», «XpaHUTbL B | A0).
HepgoCTyNnHOM Ansi geteid mecte.»; «[pumeHsaTb | Ha  nayke KapTOHHON
npenapat Mo Ha3Ha4YeHUIO Bpaya.»; YCroBUSA | yKasaHo:
XpaHeHUsl, YCroBusl OTNyCcKa, HaumeHoBaHue u | ToproBoe HaUMeHoBaHue
appec (cTpaHa) AepxaTensi perMcTpauMoHHOro | npenapara c
yAoCTOBepeHus (coBnagaeT ¢ HAMMEHOBaHUEM U | npenynpeanTesribHon
agpecom (cTpaHoWn) npousBoauTens), MapkupoBkon ® (Anbda
niorotun aepxarensa perucTpaumoHHoro | Hopmukc®),
yAocToBepeHusi (Ha natuHuue), HOMep | MexayHapoaHoe
perucTpauuMoHHOro  yAOCTOBEPEHUsi,  HOomep | HenaTeHTOBaHHOe
cepun, paty NPOU3BOACTBA, AAaTy MUCTEYEeHUs | HauMeHoBaHue Ha
cpoka rogHoctu («lfogmeH p[o:»), LWTPUX-KOA; | PYyCCKOM U aHrNMINCKOM
[OMycKaeTcsl HaHeceHMe MPOU3BOACTBEHHbIX | AA3bIKe, JleKapCcTBeHHas
KOAOB, W/MNU [BYMEpHOro MaTpuyHoro kopa | copma, [03MPOBKa,
ulunu cpeacTB uageHTUdUKaUMm (cepuanusaumum). | KONMYecTso TaGIETOK B
ynakoBke,
Labeling in Russian language HaMMmeHoBaHue
Printed on the blister: AencTeytowwero
Trade name of the drug product with a warning label | BewecTBa 7] ero
® (Alfa Normix®), international nonproprietary name in | konuuyecTso B 1
Russian and English, dosage form, strength, name of | TabneTtke,
the marketing authorization holder, batch number, | npeaynpeauTeneHble
expiration date (EXP:). Hagnucu: «Ons npuema
BHYTPbY, «Cnoco6
Printed on the cardboard box: NPUMEHEHMUSI: CM. JTUCTOK-~
Trade name of the drug product with a warning label | Bknagbiw», «XpaHute B
® (Alfa Normix®), international nonproprietary name in | HegocTynHom Ans Aetew
Russian and English, dosage form, strength, number | mecTe.»; «MpumeHATL
of tablets per pack, name of the active ingredient and | npenapat no
its amount per tablet, warning inscriptions: “For oral | Ha3HauyeHuto Bpayva.»;
use,” “Method of administration: see patient | ycnosus XpaHeHwus,
information leaflet,” "Keep out of reach of children.”, | ycnosus oTnycka,
and “Use as prescribed.”; storage conditions, | HaMumMeHoBaHMe UM apgpec
MeHemxep no KoHtporsto KauectBa YnonHoMo4eHHOe nuLo
O-p K. Tpeuua O-p Y. HepoHu
Quality Control Mgnager Qualified Person
MopTBEpPXKAAtO Dr. C. Trezza Dr. C. Neroni
APPROVED

QO o2l

P./C. 3 ofm3 5 /
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ALFASIGMA #

KonTpoab kauecrBa- cepruduraT anaausa Ne: 700163021_AL
Quality Control - Certificate of Analysis n°: 700163021_AL

Kopn, MpopykT
Code Product

Anbpa Hopmukc® Ta61eTKH NOKPHITHIE
nJIeHo4Hoii 060J10uKoii 200 mr, 1 GancTep
no 12 Ta6. B kKapTOHHOII Mayke

ALFA NORMIX® film-coated tablets 200 mg,

1 blister of 12 tab in carton box

Cepus JaTta aHanu3a JaTa npousBoacTBa
Batch Analysis

Manufacturing date

T'open no Juctpubbrouus
Expiry Date Destination

32795 01/07/2026 05 2026 04 2029 Poceust
32795 01/07/2026 05 2026 042029 RUSSIA
dispensing conditions, name and address (country) of | (cTpaHa) Aepxartens
the marketing authorization holder (same as those of | peructpaunoHHoro
manufacturer), marketing authorization holder logo (in | ynoctoBepeHus
Latin), marketing authorization number, batch | (coBnapgaet c
number, manufacturing date, expiration date (EXP:), | HaumeHoBaHueM 7]
barcode; production codes and/or two-dimensional | agpecom (cTpaHon)
matrix  codes and/or identification means | npousBoauTensy),
(serialization) may be applied. noroTun pepxartens
perucTpaumuoHHOro
yAoCTOBEpEeHUsI (Ha
natuHuue), Homep
permctpalMOHHOro
yOOCTOBEpeHUsl, Homep
cepum, para
Npou3BOACTBa, para
ucTeuyeHus cpoka

rogHocTtu («FopeH p#o:»),
WTPUX-Kona; HaHeceHbI
NpPoO13BOACTBEHHbIE

KonAbl, OBYMepPHbIN
MaTpPUYHbINA Kop,
cpencTBa
vpeHTUduKkaumm
(cepuanusauum).
Labeling in Russian
language

Printed on the blister:
Trade name of the drug
product with a warning label
® (Alfa Normix®),
international nonproprietary
name in Russian and
English, dosage form,
strength, name of the
marketing authorization
holder, batch  number,
expiration date (EXP:).
Printed on the cardboard
box:

Trade name of the drug
product with a warning label
® (Alfa Normix®),
international nonproprietary
name in Russian and
English, dosage form,
strength, number of tablets
per pack, name of the
active ingredient and its
amount per tablet, warning
inscriptions: “For oral use,”
“Method of administration:
see patient information
leaflet,” “Keep out of reach
of children.”, and “Use as
prescribed.”; storage
conditions, dispensing

MeHenxep no KoHtpornto KayectBa

O-p K. Tpe
Quality Coptrol Manager

MoaTBepxaato
APPROVED

P./IC. 4 of/u3 6

YnonHoMo4yeHHoOe nuuo

O-p Y. HepoHu

Qualified Person
Dr. C. Neroni

N © L0 elg




ALFASIGMA >

KonTpoJib kauecTBa- cepTHdHKAT aHann3a Ne: 700163021_AL
Quality Control - Certificate of Analysis n°: 700163021_AL

Kon MpopykTt
Code Product

Aandpa Hopmuke® TabaeTKH NOKpbIThIE
nJjieHo4yHoii o6osiouKoii 200 mr, 1 6HcTep
no 12 ta6. B kKapTOHHOIT Nayke

ALFA NORMIX® film-coated tablets 200 mg,
1 blister of 12 tab in carton box

Cepus Jarta ananusa JaTta npou3BoacTsa
Batch Analysis Manufacturing date
32795 01/07/2026 05 2026
32795 01/07/2026 05 2026

T'onen no JucTpuobionus
Expiry Date Destination

04 2029 Poccus

042029 RUSSIA

conditions, name and
address (country) of the
marketing authorization
holder (same as those of
manufacturer), marketing
authorization holder logo (in

Latin), marketing
authorization number,
batch number,
manufacturing date,

expiration date (EXP:),
barcode; production codes,
two-dimensional matrix
codes, identification means
(serialization).

XpaHeHue
Storage

Mpu Temnepartype He Bbiue 30 °C
Store at a temperature not above 30 °C

lMpu Temnepatype He
Bbiwe 30 °C

Store at a temperature
not above 30 °C

Cpok rogHoCcTHU 3 ropa 3 roga
Shelf-life 3 years 3 years
Note:

MpousBoguTtenb pudakcMMmmnHa:

Rifaximin Manufacturer:

O ¢.U.C. — dabbpuka UtanbsaHa CuHtetuumn C.n.A., Utanus

O EYPOAMW UTAJIN C.P.J1., UTanus

3 OrnoH JkTue Papmackiotukan MHrpegueHTtc MHgua Mpansat Jlumuten, Hans

O OnoH C.n.A.,Utanus

O F.I.S. — Fabbrica Italiana Sintetici S.p.A., Italy

O EUROAPI ITALY S.R.L., ltaly

8¢ Olon Active Pharmaceutical Ingredients India Private Limited, India

O Olon S.p.A., Italy

CooteerctByeT H[l /IN-N2(006638)-(PI-RU)-151025/ Complies to ND LP-Ne(006638)-(RG -RU)-151025

MpousBoauTens (Bce ctagumu npoussopgcTea) / Manufacturer (all production stages):

Anbcacurma C.n.A., Utanusa / Alfasigma S.p.A., Italy
Bua 3. ®epmu 1, 65020 AnaHHo ([Meckapa), Utanus / Via E. Fermi 1, 65020 Alanno (Pescara), Italy

Menenxep,no Koutponto KauectBa
O-p K. Tpehua

MopTBepxaato
APPROVED

YnonHoMouyeHHoe Lo
O-p Y. HepoHu

Qualified Person

Dr. C. Neroni

(AN oo 1ong

P./C. 5 of/us 5




ALFASIGMA S

GMP COMPLIANCE CERTIFICATE
ALFA NORMIX® 200 mg film-coated tablets No. 12
Anbda Hopmukc®, TabneTku, MOKpbITbIE NIEHOYHOM 060/104KOM

Product Name:
HaumeHoBaHWe npenapaTa

Importing Country
CtpaHa-umnopTép

Product Code:

Kopg npenapaTta
Package size and type:
Pasmep 1 TMN ynakoBKu

Quantity:
Kon-Bo

Product Batch No.:
Ne cepuu npenapara

Manufacturing Date:
[Jata npoussoscTsa

Expiry Date:
fopeH po

Product Analytical Certificate No.:

Ne cepTuduKaTa aHanu3a
NpoayKTa

APl name:
HaumeHoBaHue APC

API Analytical Certificate No.:
Ne ceptudmkaTa aHanusa APC

API Batch No.:
Ne cepun APC

Manufacturer APl Name:
HaumeHoBaHuWe npousBoanUTENS
ADC

Manufacturer APl Address:
Appec npoussogutena APC

ALFASIGMA S.p.A.

Capital Stock € 10.000.000,00
R. C. and Tax Code -
PIVANAT IT 03432221202

|1-40133 BOLOGNA
Via Ragazzi del '99, 5
Ph. +39 0516489511
Fax +39 051388593

Registered Office & Headquarters

200 mr, Ne 12

Russia

Poccua

02000950

1 blister of 12 tablets in carton box

1 6nuctep no 12 TabneToK B KAPTOHHOW Mayke
97944

32795

05/2026

04/2029

700163021_AL

RIFAXIMIN
PudakcumuH

700160088_AL

2026000417

O EUROAPI ITALY S.R.L. / O F.L.S. — Fabbrica Italiana Sintetici
S.p.A./ X Olon Active Pharmaceutical Ingredients India Private

Limited/COlon S.p.A.

O EYPOAMU UTANN C.P.J1. / O ®.N.C. — dab6pura UtanbaHa
Cuntetnum C.n.A./ X OnoH dktne Gapmacbiotukan UHrpeaneHTc

NHana MNpaiisat lumuten/O OnoH C.n.A.

O Via Angelo Titi, 22/26, 72100-Brindisi, Italy / Bua Avxkeno Tutu

22/26, 72100-bpuHansu, Utanua

Manufacturing Plant

| - 65020 ALANNO (PE)
Via Enrico Fermi, 1

Ph. +39 08585711

Fax +39 0858541625

International Division
|- 20124 MILANO

Via Fabio Filzi, 29

Ph. +39 02642221

Fax +39 0264222344

Manufacturing Plant
1- 00071 POMEZIA (RM)
Via Pontina, Km 30,400
Ph. +39 0691391

Fax +39 0691393980

Pharmaceuticals with passion



ALFASIGMA >

O Via Dovaro, 36045, Lonigo,Vicenza Italy / Bua [loBapo, 36045,
JNlonwuro, Buuensa, Utanua /X Plot Nos.: L-1, L-21 to L-28 & L-44
Additional Phase M.I.D.C., Raigad District India-402301 Mahad,
Maharashtra/0OMnoT Hoc.: /1-1, N1-21 go /1-28 u 1-44 damwmnHan
®asze M.1.D.C., Paitrag AnctpukT MHama-402301 Maxag,
MaxapalTpa

oOVia Della Vittoria, 89 (loc. Cassino D'Alberi) - 26837 Mulazzano
(LO), Italy/C1 Bua penna Butropua, 89 (KaccuHo a'Anbbepm)-
26837 MynauuaHo (/lo), Utanus

Manufacturer Name: ALFASIGMA S.p.A.

HanmeHoBaHue npoussogutens  Anbdacurma C.n.A.

Manufacturer Address: Via Enrico Fermi 1, 65020 Alanno (PE) - ITALY
Appec npounssoanTens Bua IHpuko ®epmu 1, 65020 AnanHo (ME) - UTANTUA
Manufacturing License of aM - 138/2025 of 25/09/2025

Manufacturer authorization No.: aM - 138/2025 ot 25/09/2025
Homep MLEH3UM Ha NPOM3BOACTBO

nocTaBLMKa
Normative Document: ND LP-N2(006638)-(RG -RU)-151025
HopMaTUBHbIA JOKYMEHT HZ, 1MN-Ne(006638)-(Pr-RU)-151025

I hereby certify that this batch of product has been manufactured, packed and tested at the above-
mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with
the specifications in the Marketing Authorization. / Hactoawmm noareepyaalo, 4to AaHHas cepus
npenapata 6blna U3roToB/IEHa, YNaKOBaHa U MPOTECTUPOBAHA Ha BbILIEYNOMAHYTON M/OLWaAKe B NOJHOM
cooTBeTcTBUM C TpeboBaHUAMU GMP MeCTHOro perynpyioLLero opraHa v cneunouKaLMaMmm, yKasaHHbIMU B
paspeLleHnmn Ha NPOSAMKY.

The manufacturing protocol and the test protocol are properly signed. / NponssoacTBEHHbIN NPOTOKO

MPOTOKO/ UCMbITaHUI JOMKHbIM 06pa3om NoAnucaHsbl.

In addition to the analytical results essential information such as the production conditions and the results
of in-process-controls have been considered. / B gononHeHue K pesynbtatam aHann3a 6blia paccMOTPeHa
Ba)kHaA MHGOPMaLMs, TaKan KaK yC/10BUA NPOU3BOACTBA U pe3y/ibTaTbl KOHTPO/IS B NpoOLLecCe NPOU3BOACTBA.
The review of the manufacturing documents and the inspection documents confirmed the conformity of
products with their specifications, including the terminal packaging. / MpoBepka npon3BoaCTBEHHbIX

[ OKYMEHTOB 1 NMPOBEPOYHbIX LLOKYMEHTOB NOATBEPAUIA COOTBETCTBUE NPOAYKLMM UX CrieuuduKaLmMam,
BK/I0YAA KOHEYHYIO YNaKOBKY.

Compliance with the approval documents is available. / CootBeTcTBME YTBEPKAEHHBIM AOKYMEHTAM
NoATBEPXAEHO.

The batch was entered in the sequential register or equivalent document. / Cepus 6bin1a BHeceHa B
nocnefoBaTesibHbli PETUCTP U SKBUBANIEHTHbIN AOKYMEHT.

The batch has been certified for release for sale by the undersigned Qualified Person. / Cepua 6bina
cepTMdULMPOBaHa A1A BbIMYCKa B MPOAANKY HUMKENOANMUCABLUMMCS YNOTHOMOYEHHbIM JTNL,OM.

Qualified Person YnonHomoueHHoe /1o

Dr. Cinzia Neroni $ Op. YuHcra HepoHu
Signature/Mogan MCb:@’%ﬁQﬂQ}&; Date/fata: O2 (€X\1o00E

ALFASIGMA S.p.A. Registered Office & Headquarters International Division Manufacturing Plant Manufacturing Plant
Capital Stock € 10.000.000,00 |-40133 BOLOGNA 1-20124 MILANO | - 65020 ALANNO (PE) 1 - 00071 POMEZIA (RM)
R. C. and Tax Code - Via Ragazzi del '99, 5 Via Fabio Filzi, 29 Via Enrico Fermi, 1 Via Pontina, Km 30,400
PIVA/VAT IT 03432221202 Ph. +39 0516489511 Ph. +39 02642221 Ph. +39 08585711 Ph. +39 0691391

Fax +39 051388593 Fax +39 0264222344 Fax +39 0858541625 Fax +39 0691393980

Pharmaceuticals with passion



